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Food and Drug Administration
2098 Gaither Road

Rockville MD 20850

'

REGISTERED MAIL- RETURN RECEIPT REQUESTED

WARNING LETTER

Dr. Roshan Maini
President

Vascutek Limited
Newmains Avenue
Renfrewshire PA4 9RR
Inchinnan, Scotland

Dear Dr. Mamni:

During aninspection of your manufacturing facility located in Inchinnan, Scotland,
= on December 16, through December 19, 1996, our investigator observed
' conditions which are serious violations of the Federal Food, Drug, and Cosmetic Act
{the Act) and deviations from implementing regulations as follows:

The devices manufactured by your firm are or may become adulterated in
accordance with Section 501(h) of the Act because the methods used in,

and the facilities and contrals used for the manufacture, packaging, storage,
andonstallation of devices are not in conformity with the Good
Manufactonmg Practice (GMP) for Medical Device Regulations as prescriboed
by Iitle 21, Code ol Federal Regulations Part 820, as follows:

1o Fadure to establish and implement specification control measures to
assure that the design basis for the device is correctly translated into
approved speahications, as requited by 21 CEFR 820.100060(Y). tor
example:

A Vasoatek has not conducted and/or completed validation studies of all
nenulocturmgg processes requiring validation, including sealing (Wet)
process for vasaular grafts, and the knitting process involving thae

knittisg maching.

vout tesponse, dated Decembaoer 23, 19906, 15 inaduquate, because yoo
Pevee not completed the validations of Hm‘m knitting machme
3 and the wetl process. The whole graft porosity test alone is not
= consulered to be o sullicient check Tor the wet process. Also, yvoun
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response states on page 1 that the validations will be completed in the
3" and 4" quarters, which conflicts with the.statement at the top of
page 2 that all validations will be completed by the 1* quarter in 1997.

2. Failure to assure that specification changes shall be subject to controls as
stringent as those applied to the original device, and failure to
specification changes approved and documented by a designated
individual, as required by 21 CFR 820.100(a)(2). For example:

a) The review of specification«< i@, cntitled Good; Inwards
Snecitication for GELSEAL cher 'c 1ls and other controlled products,
,r;\_/();\_,(_!d that the test method used to puf rm t,ho Gelatin Degradation

Test was changed to lmnlnmnm an accelerated test procedure. This
new procedure was never formally a r_)r_),rovnd. and did not go through

YV 2 il 2 2 vt

the Change Approval System, Specification # -

yonse dated December 23, 1996, is incomplete, because vou

Youir rest 1se dated December 23, U906 1CO ate
Your rgsponse dated Decembe ; p! ;
did not provide documentation demonstrating formal approval of the
% wccelorated test nrocedure r‘h,\n(m for snecification #
? accelerated test prococ D b
13) The accelerated test method used for the degradation of Gelatin, was
DA IR ] DR § L O% VR O3 L O3 | L AUST LU a oLl i 1§ ASAAT LRCL iR ~ s i
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fosrimintly varifind and annroved v the nroner individuals to assure
I\Il‘ll(l”y Vulhiliuug Wig Ll'l'.ll\.lvuu, l.l’ (S AW 'llv'.lvl TIINAT V INAARAT T, LR AR € gv g g ~
thvat the tact will o ae affactive ag the nroviolus one
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. ,17" VI DAY SO Jovmicimnm raarnrddinna thha adnamiinr~y Af uniir racnnnen
requirea peirore a aecision regaruniy uiv ausyuacy Ul yuur Toopuiiot
can be made.
3 bailure of the formally designate unit to determine whether or not an
PR JENT Y e S T T T Y el fniliien —~
mvestigation of a written or oral complaint is necessary, ana faiiure to
mamtain a record, when no investigation of a complaint is made, that
mciudes the reason and the name of the individual responsibie for the
= —~ M s el sl o] QON 1001\ o~
decision not to Ir\VOSIrgm(‘, asrequire by Z1 urnn ocu.itgolg). raor

example:

1 Duanng the mvestigation of complaint #266, th
at least four additional compiaints, refated to b

.

1

throughs the grafts. However, no complaints files were opened for
them, and the incidents were not include m the finm’s statistical
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analysis of complaints,
Your response states that the physician made one complaint and that a
follow-up visit by a QA manager with the physician resulted in the
identification of the :"ame problems with previous grafts. This constitutes
an oral complaint, and it is the responsibility of the firm to investigate all
records of oral and written complaints. The corrective actions taken by
your firm covering this incident and the deficiency cited in (b) below
appear to be adequate.

b) Your hirro's complaint procedure is inadequate in that the procedure
does not detine or provide clear criteria for identifying a incident that
constitutes a oral or written complaint, This resulted in no complaint
being opened for information centained in complaint #266.

Your response appears to be adequate and will be verified upon our next
inspection of your facility. ‘

Failure of the quality assurance program to provide solutions for quality
assurance problems and verify the implementation of such solutions, as
required by 21 CFR 820.20(a)(3). For example, a review of complaint
#247 revealed that the firm failed to follow their Product Recall and
Advisory Notices Specification /% in that, a meeting was not held to
determine how mislabeled grafts should be handled. It was decided by
someone to have the distributors re-label the products and not verify that
it had been accomplished. As a result, one of these mislabeled grafts
was shipped to a hospital and could not be used (see complaint #294).

Your corrective action appears to be adequate, and will be verified upon
our next inspection of your facility.

Fatlure to have the device master record prepared, dated, and signed by a
designated individual(s) as required by 21 CFR 820.181. For example,
Vascutek did nhot have formally approved device master records for the
products they manutacture.

Your response appears adequate, and will be verified upon our next
mapection of your facility.

Farlure to control environmental conditiors, such as temperature,
humidity, and lighting, where such conditions could have an advarse
affect on the device's fitness for use, as required by 21 CFR 820.46. For
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cxample, Proceduro #%ecntitied Spore Strips- Goods Inwards
Specification, calls for tho SVGENPspore strips to be stored in accordance
with the manufacturer’s instructions and protected from direct sunlight.

[t was observed that several boxes of spore strips were being stored in a
refrigerator and the cadre could not assure that the raquired temperature
and Relative Humidity were being met. The refrigerator was off at the

time.

Your responsc appears to be adequate, and will be verifiad upon our next
inspection of your facility.

The abova identification of violations is not intended to be an all-inclusive list of the
deficiencics at your facility. It is your responsibility to ensure that all products
manufactured, distributed, held, and labeled by your firm are in compliance with the
provisions of the Act,

Please be aware that Federal agencies a : advised of the issuance of all warning
letters about devices so that they may take this information into account when
considenng the award of contracts.  Additionally, no pending applications for
premarket approval (PMA’s) and no premarket notifications (section 510(k)’'s) will
be foundto be substantially equivalent for products manufactured at the facility in
which the above GMP violations were found until the violations nave been
corrected.

Please netify this office as soon as have addressed the remaining deficiencins and
have completed the corrective actions promised in your response letter, dated
Decombaer 23, 1996, Please include any and all documentation to show that

ate correction has been achieved. In the case of future corrections, an

I completion, and documentation showing plans for correction,

——t e
—

v

d with your responso te this letter. If the documentation is not in
| 1

yrovide an English translation to facilitate our review. Pleuse
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Should you require any assistance in understanding the contentsAgf_'_this’?ivétter, do
not hesitate to contact Mr. O’Connell at the above addresg or at (301) 594-4648 or
FAX {301} 584-4672. ‘

Sincerely yours,

Lillian J. Gnal

Acting Director

Office of Compliance
Center for Devices and
Radiological Health
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